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program and to determine the effec-
tiveness of the program. The audits 
must be performed in accordance with 
the written procedures or check lists 
by appropriately trained personnel not 
having direct responsibilities in the 
areas being audited. Audit results must 
be documented and reviewed by man-
agement having responsibility in the 
area audited. Followup action, includ-
ing reaudit of deficient areas, must be 
taken where indicated. 

§ 63.143 Implementation. 
DOE shall implement a quality assur-

ance program based on the criteria re-
quired by § 63.142. 

§ 63.144 Quality assurance program 
change. 

Changes to DOE’s NRC-approved 
Safety Analysis Report quality assur-
ance program description are processed 
as follows: 

(a) DOE may change a previously ac-
cepted quality assurance program de-
scription included or referenced in the 
Safety Analysis Report without prior 
NRC approval, if the change does not 
reduce the commitments in the pro-
gram description previously accepted 
by the NRC. Changes to the quality as-
surance program description that do 
not reduce the commitments must be 
submitted every 24 months, in accord-
ance with paragraph (b)(1) of this sec-
tion. In addition to quality assurance 
program changes involving administra-
tive improvements and clarifications, 
spelling corrections, punctuation, or 
editorial items, the following changes 
are not considered reductions in com-
mitment: 

(1) The use of a quality assurance 
standard approved by the NRC which is 
more recent than the quality assurance 
standard in DOE’s current quality as-
surance program at the time of the 
change; 

(2) The use of generic organizational 
position titles that clearly denote the 
position function, supplemented as nec-
essary by descriptive text, rather than 
specific titles; 

(3) The use of generic organizational 
charts to indicate functional relation-
ships, authorities, and responsibilities, 
or alternatively, the use of descriptive 
text; 

(4) The elimination of quality assur-
ance program information that dupli-
cates language in quality assurance 
regulatory guides and quality assur-
ance standards to which the licensee is 
committed; and 

(5) Organizational revisions that en-
sure that persons and organizations 
performing quality assurance functions 
continue to have the requisite author-
ity and organizational freedom, includ-
ing sufficient independence from cost 
and schedule when opposed to safety 
considerations. 

(b) DOE shall submit changes made 
to the NRC-accepted Safety Analysis 
Report quality assurance program de-
scription that do reduce the commit-
ments to the NRC and receive NRC ap-
proval prior to implementation, as fol-
lows: 

(1) By an appropriate method listed 
in § 63.4 of this chapter, the signed doc-
ument must be submitted to the Nu-
clear Regulatory Commission, ad-
dressed: ATTN: Document Control 
Desk; Director, Office of Nuclear Mate-
rial and Safeguards; U.S. Nuclear Reg-
ulatory Commission, Washington, DC 
20555–0001, and one copy to the appro-
priate NRC Resident Inspector, if one 
has been assigned to the site or facil-
ity. 

(2) The submittal of a change to the 
Safety Analysis Report quality assur-
ance program description must include 
all pages affected by that change and 
must be accompanied by a forwarding 
letter identifying the change, the rea-
son for the change, and the basis for 
concluding that the revised program 
incorporating the change continues to 
describe how the requirements of 
§ 63.142 will be satisfied and continues 
to satisfy the criteria of § 63.142 and the 
Safety Analysis Report quality assur-
ance program description previously 
accepted by the NRC (the letter need 
not provide the basis for changes that 
correct spelling, punctuation, or edi-
torial items). 

(3) DOE shall maintain records of 
quality assurance program changes 
that do reduce commitments. 

[66 FR 55792, Nov. 2, 2001, as amended at 68 
FR 58816, Oct. 10, 2003] 
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